
Preparation for 1CM Meetings in Bwssek, Belgium, including Progress on 

~~~~e~e~tat~u~ of the Common TechnicaC Dacument; Notice of Public Meeting 

AGENCY: Food and Drug Ad~~~strat~o~, HHS. 

ACTIONI: otice of public meeting. 

~U~~A~~~ The Food and Drug Administration is announcing a public meeting entitled “‘Preparation 

for K’H Meetings in Brussels, Belgium, Including Progress on ~rn~~erne~tat~o~ of the Co 

Technical ~oc~rn~~t (C )” to solicit i~fu~atio~ and receive co ents on the ~~te~atio~al 

ference on ~~o~~sat~o~ (ICI-I) as wel’l as e upcoming meetings in Brwsels, 

e public meeting is to soficit public input prior to the next Steering Cu~tte~ and 

xpert boring Group meetings in Brussels, Belgium, Felxuary 4 throug 7,2002, at which 

e im~lern~~tatiu~ of the CTD and the future o ICH will continue. 

ate and Time: The public meeting will be held on January 17,2002, from IO:30 a.m. to 

2 p.m. 

~~~t~u~: The public meeting will be held in the Center for Drug Evaluation and Research, 

Advisor co ttee Conference Room, at 5630 Fishers Lane, nn. 1066, Rockviffe, MD 20857* 

~u~t~~t: Kimberly Topper, Center for Drug Evaluation and Research, Food and Drug 

Adrn~~~s~at~o~, 5600 Fishers Lane, Rockvilfe, MD 20857, 3~~-827-7~~~, FAX 301--827--680X, 

e-mail: Tupperk~cder.fda.gov. 

~eg~~~r~~~~~ arzd Requests fur Qrat Presentatbns: Send registration information (i~c~~d~~g 

name, title, firm name, address, telephone, and fax number), and written material and requests 

to make uraf presentations, to the contact person by January fiO,2002. 
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you need special ac~u~udatio~s due to a disability, please contact Kimberly Topper 

(address above) at least 7 ays in advance. 

e meeting may be requested in writing from t 

atiun Office @IF&-35), Food and Drug ~d~~stration~ 5600 Fishers Lane, rm, 

Ro~kv~~~e~ MD 20857, approximately 15 working days after the meeting at a cost of 10 cents 

per page. 

S~~P~E~~~TAR~ ~~F~R~ATl~~~ The fCH of Technical Requirements for the Registration of 

h~a~eut~~a~s for human Use was established in X990 as a joint regu~ato~~~ndus~ pr 

improves dough h~on~zat~on, the efficiency of the process for developing and registering new 

ali products in Europe, Japa and the United States without compromising the regulatory 

obligations of safety and effectiveness. 

In recent years, many ~mpo~ant initiatives have been undertaken by regulatory authorities 

industry associations to promote international harmonization of regulatory ~e~u~~erne~ts. lFlDA 

has participated in many meetings designed to enhance h~onization and is c tted to seeking 

scie~ti~ca~~y based harmonized technical procedures for pharmaceutical development. One of the 

s of h~un~zation is to identify and then reduce differences in technical re4u~rements fur 

medical product development among regulatory agencies. ICI-L was organized to provide an 

oppo~n~~ for h~on~zation initiatives to be developed with input from both regulatury and 

indus representatives. ICH is concerned with h~onizat~un among three regions: The European 

Union, Japan, the United States. The six fCN sponsors are the European Commission, the European 

ederation of Pharmaceutical Industries Associations, the Japanese Min~s~ of Health, Labor and 

e Japanese Ph~aceutica~ Manufacturers Association, the Centers for Drug Evaluation 

and Biologics Evaluation and Researc , FDA, and the Ph~a~euti~a~ Research and 

~~ufa~turers of America. The fC Secretariat, which tour mates the preparation of 

ocumentation, is provided by the ~ntemat~ona~ Federation of Ph~a~eut~~a~ Manufa~~rers 

Associations. The ICI-I Steering Committee includes representatives from eat of the XCH sponsors 
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Canadian Therapeutics Programme, and the European Free Trade ea. The XCH process has 

achieved significant h~on~zation of the tec=hnieaf requirements for the approval of 

Ph aceuticals fur human use in e three ICH regions. The current XCW process an 

can be found on the Internet at http:/~www.ifpma.urg/ich~ .htmL 

nterested persons may present data, information, or views oraffy or in writing, on issues 

pending at e public meeting. Oral presentations from the ublic meeting wi’if be scheduled 

between approximately 1 :30 a.m. and 1 p.m. Time allotted for oral presentations may be limited 

to 10 minutes. Those desiring to make oral presentations should notify e contact person by 

Janu IO, 2002, and submit a brief statement of the general nature of the evidence or ~gurnen~ 

they wish to present, e names and addresses, phone number, fax, and e-mail of proposed 

p~icipants, an an indication of the approximate time requested to make their presentation. 

he agenda for the public meeting wiff be made available on January 10,2002, under Docket 

er ~1~-~58~ at the Dockets Management Branch @WA-305), Food and Drug 



~d~~is~atiun, 5630 Fis ers Lane, rm, 1061, RockvlIfe, MD 20852, between 9 a.m. and 4 p.m., 

Monday through Friday. 

Marga;et M. Do;tze2, 
Associate Commissioner for Poliey~ 

Ir;R Doe. Ol-????? E;iled ??-??--Ul; 8:45 am] 


